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2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims andybr drawings which have 
been amended and are the basis for this report andA)r sheets containing rectifications made before this Authority 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty. Inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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i. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office ,n response to an invitation under Article 14 are referred to in S^S report as^'M 
and are not annexed to this report since they do not contain amendments (Rul^ mWand 70 fyf^''^ ^"^"^ 



Description, Pages 
1-12 



as originally filed 



Claims, Numbers 
1-12 



as originally filed 



^' K.''®^^-'' language, all the elements marked above were available or furnished to this Authoritv in the 
language in which the international application was filed, unless othenwise indicated under this item ^ 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the intemational search (under Rule 23.1 (b)). 

□ the language of publication of the intemational application (under Rule 48.3(b)). 

° RS^55.2^lnc£^V5S^'^*'°" furnished for the purposes of intemational preliminary examination (under 

3. With regard to any nucleotide andfer amino acid sequence disclosed In the international aDolication the 
international preliminaiy examination was carried out on the basis of the sequent Sngf 

□ contained in the international application in written form. 

□ filed together with the intemational application In computer readable form. 

□ furnished subsequently to this Authority in written fonn. 

□ f umished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not qo bevond the disclosurB 
in the international application as filed has been furnished. ^ oeyona tne aisclosure 

° SfnJhlTbTen'JCm^^^^^^^^^ '^"^^^^ ^"""^ *° ^"«^" sequence 

4. The amendments have resulted in the cancellation of: 



□ the description, 

□ the claims, 

□ the drawings, 



pages: 

Nos.: 

sheets: 



^' ° Sifnr^nlSJl? 5?®" ^1^^''"^!^^ ^f"""^ amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

Sp^rtf'^''^"'^"^ corjte//7/y7g such amendments must be referred to under item 1 and annexed to this 
6. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or Industrial aDDllcabllitv- 
citations and explanations suDoortina such <^Mc^rr.^^* ^ *^ inausiriai appiicaoility, 

1, Statement 

1-12 



I explanations supporting such statement 

Novelty (N) 
Inventive step (IS) 



Industrial applicability (lA) 

2. Citations and explanations 
see separate sheet 



Yes: Claims 
No: Claims 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



1-12 
1-12 
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Re item V 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step 
or industrial applicability; citations and explanations supporting sucli statement 

Reference Is made to the following documents: 

D1: WO-A-9312785 
D2: US-B1 -6365591 



1. Clarity 

Present claims 1-3, 5, 8-12 relate to a composition containing antagonists and the use 
of these. No further true technical characteristics of these compounds are given, but 
rather a definition by reference to a result to be achieved Is attempted rendering the 
scope of said claims unclear (Art. 6 PCT). 



2. Novelty 

D1 discloses the use of 5-HT4 receptor agonists for the treatment of conditions 
associated with bladdder hypersensitivity such as urinary incontinence (page 1 , line 27- 
34). 

D2 describes the use of atpha-adrenoceptor antagonists like prazosin etc. for the 
treatment of lower urinary tract symptoms (column 2, line 6-14; column 8, line 21-40). 

Present application discloses the use of a pharmaceutical composition containing In 
admixture alpha-adrenoceptor antagonists and 5-HT4 receptoi^ agonists for the 
treatment of lower urinary tract symptoms. 

The subject-matter of claims 1-12 of present application Is novel over the prior art and 
hence meets the requirements of Article 33(2) PCT. 



3. Inventive Step 

D2 Is considered to represent the most relevant state of the art. The problem to be 
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solved by the present invention may therefore be regarded as the provision of a 
phamnaceutical composition containing smaller amounts of alpha-adrenoceptor 
antagonists for the treatment of lower urinary tract symptoms. 

The solution proposed in claims 1-12 of the present application cannot be considered 
as involving an inventive step since the feature of the 5-HT4 receptor agonist is 
described In the prior art document D1 as providing the same advantages as in the 
present application. The skilled person would therefore regard rt as a normal option to 
include this feature in the compostion described In D2 In order to solve the problem 
posed. 



4. Industrial Applicability 



Claims 1-12 meet the requirements of Article 33(4) PCT. 
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